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Wuhan Zenuo Biological Technology Co. Ltd.
Hudk: WiJbA B R SIR KX R 1L KiE 62548 & B il (430000) Hif: 027-87781970
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CERTIFICATE OF ANALYSIS
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Product Name Clobetasol Propionate Batch No
E=N @‘ J
% i 96kg % 1kg/bag
Quantity Packing
4
=B 2019.08.02 ﬁ%&E% 2021.08.01
MFG. Date Expiry date
W.TW%E (EEZ 41) USP41
Specification
K16 H I TER NENEES
Test Items Specification Test Results
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Appearance Almost white or yellow crystalline powder Conform
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Identification Infrared Absorption Conform

& 5 Melting range

Approximately 196C

194.5C~196C

EL RS Specific rotation +98° ~+104° +103.2°
FH&KHE Loss on drying <2.0% 0.05%
Residﬁ?ﬁfﬁiition <0.1% 0.04%
E 48 Heavy metals <20ppm FFEFE Conform
BRRE—HRF<1.0% HZ% 0.08%

B
Clromatographic purity

The largest impurity<<1.0%
BHR<2.5%
Total impurity<2.5%

The largest impurity 0.08%
BZ0.15%
Total impurity0.15%

FFBE Methanol<<3000ppm FFE M Conform
BHHLEFRE A Acetone<<5000ppm &M E Conform
Organic volatile Z& H%E Dichloromethane<<600ppm FFE M Conform
impurities MEAE Pyridine<<200ppm FFE M Conform
—HEFER DMF<880ppm K& #HLE Conform
58 BT RS E, S WREL MR 100.1%
Assay 97.0%~102. 0%,calcul e dried basis. e
g 41 K%, SRFENE
Conclusion & Co forjm with USP41
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